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Introduction
Accreditation is the way to implement standardisation across 
the world. This is made possible through accreditation bodies 
that have been authorised as per the country’s regulations, to 
provide quality care and ensure safety.1 Also, accreditation can 
be defined as a process by which an authoritative body gives 
formal recognition that an organisation is competent to carry 
out specific task.2 This is implemented through the ISO standard 
which is an international umbrella comprising delegates from 
many national organisations, with a mandate to set standards.3 
Standardisation brings harmonisation and consistency within 
an organisation. The absence thereof makes it difficult to assure 
the dependability or correctness of the final laboratory report.4 
The application of a standardised Quality Management System 
(QMS) permits the laboratory to deliver dependable results, 
reinforces the overall quality of patient care and saves costs, with 
the aim of enhancing goals or objectives put in place.5 SANAS is 
the only internationally recognised accreditation body in South 
Africa which confirms the competency of the laboratory through 
different standards.
Lack of confidence in pathology analysis has a substantial 
harmful influence on treatment and monitoring systems for 
patients.6 Clinical laboratory testing plays a critical role in patient 
diagnosis. It is claimed that approximately 70% of medical 
decisions taken by healthcare workers are influenced by a 
pathology result.7 This should be verified within the correct time 
frame and easily interpreted by healthcare workers.8 Accredited 
laboratories are associated with good quality testing. Since 2014, 
reports have indicated that less than 30% of medical laboratories 
in Africa are accredited by the internationally recognised bodies, 
meaning that there are fewer laboratories that have achieved 
international accreditation status.9
According to Stats SA (2019), the mid-year population is 
estimated at 58.78 million.10 SA diagnostic laboratories are 
divided into public and privately-owned laboratories. Studies 
have shown that 16% of the population have health insurance 
and can afford private pathology services, meaning 84% of 
people have no health insurance and the majority would use 
public laboratories. Private laboratories in South Africa form 
most of the accredited laboratories and have implemented a 
robust internal QMS before applying for external independent 
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accreditation. Public laboratories on the other hand, have multi-
step processes in place before applying for accreditation, such as 
Strengthening Laboratory Management towards Accreditation 
(SLMTA) and World Health Organization Stepwise Laboratory 
Quality Improvement towards Accreditation (WHO-SLIPTA).11 
This process can slow down the rate at which the public 
laboratories can get a facility audit-ready and thereby apply 
for accreditation; hence most accredited laboratories are in the 
private sector (see Table I). Furthermore, approximately 442 
known accredited laboratories are publicly available.12 
Accreditation can be a perfect means toward building quality 
medical laboratories in a diverse workforce environment, 
improving patient safety and establishing a solid foundation for 
any new organisation to build a sustainable quality improvement 
system, if practised by all.13 
Table I: Accredited medical laboratories in SA per province showing 






Gauteng 169 29 140
KZN 75 26 49
Free State 27 10 17
North West 18 2 16
Limpopo 16 6 10
Western Cape 71 16 55
Northern Cape 5 2 3
Eastern Cape 42 19 23
Mpumalanga 19 2 17
International accreditation 
Accreditation creates a platform to be internationally known and 
peer reviewed. The International Organization for Accreditation 
Co-operation (ILAC) is a body operating in accordance with ISO/
International Electro Technical Commission (IEC) 17011 and is 
involved in the accreditation of conformity assessment bodies 
for testing using ISO/IEC 17025 for testing laboratories and 
15189 for medical testing.14
SANAS is internationally recognised and an ILAC member, 
peer evaluated on the ISO/IEC 17011 standard. There are 100 
accreditation bodies from over 100 economies that have 
signed the ILAC Mutual Recognition Arrangement (MRA).14 This 
international recognition has influenced more laboratories to be 
accredited. 
State of accreditation in South Africa from 2010 to 
2019
There has been a growth in medical laboratories becoming 
accredited from the year 2010 to 2019 (see Table II; Figure 
1).15 From 2017 to 2019 there has been a substantial growth 
towards accredited laboratories and fewer withdrawals. As per 
SANAS internal library, there are fewer laboratories that lost 
accreditation, which is a good indication that maintenance and 
continual improvement of the QMS is well implemented.
Table II: Growth of accredited medical laboratories versus 
withdrawals 
Years Accredited Withdrawals Growth
2010 284 0 0
2011 288 0 4
2012 292 2 4
2013 303 1 11
2014 311 4 4
2015 321 5 10
2016 328 10 7
2017 349 2 21
2018 384 0 35
2019 412 6 28
Mandatory and voluntary accreditation
Accredited laboratories have harmonised their QMS and have 
the same way of implementing ISO requirements. In the African 
region 54% of countries were reported as having implemented 
a formal QMS towards achieving laboratory accreditation; 
however, the extent of progress toward accreditation of individual 
laboratories remains unclear.16 Of the accredited laboratories in 
South Africa, less than 10% are public-sector laboratories.17
Medical professionals, especially in developed countries, are 
implementing quality standardisation to provide quality services 
to patients through the accreditation system.18 Accreditation is 
compulsory in most developed countries and voluntary in less 
developed countries.
Limitations to the study
Study limitations include traceability of unaccredited laboratories, 
as an exact number could not be determined. Statistics and 
comparison of accredited and unaccredited laboratories could 
not be determined. Most of the unaccredited laboratories are 
those independently owned by medical technologists registered 
with the Health Professions Council of South Africa (HPCSA). 
The laboratory as an organisation will then be registered with a 




























Accredited laboratories from 2010 to 2019
Figure 1: Rate of growth from 2010 to 201915
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Some laboratories have decided to form a group called The 
National Medical Technology Group of South Africa (NMTGSA) to 
create a platform. This is a group aiming to promote, empower 
and encourage laboratories owned by medical technologists.19 
If the technologist-owned laboratories were to come together to 
form one group, it would be easy to trace these laboratories and 
encourage them to become accredited. There are approximately 
50 medical technologist practices in South Africa. Regrettably, 
there is no comprehensive database for all registered pathology 
laboratories that are run by medical technologists.20
Challenges facing unaccredited laboratories
Pathology laboratories run by medical technologists are 
generally small-scale operations with a limited staff complement. 
These laboratories may lack the capacity in funding and 
resources required to obtain accreditation. Studies have not 
indicated much about unaccredited laboratories; however, some 
laboratory personnel explain the accreditation process as time 
consuming, laborious, intimidating, generally challenging and 
also a rather expensive process.20
Implementation of management requirements 
Implementation of the QMS starts with management;21 for 
example, clause 4.2 states that the laboratory shall establish, 
document, implement and maintain a QMS. Implementation 
of an internal audit programme is required by clause 4.14, 
conducting management reviews by clause 4.15 and 
implementing improvement plans by clause 4.12.22 Maintenance 
of the quality systems according to the standard and laboratory’s 
processes result in an improved assurance of performance.23 
Management requirements proposed by ISO15189 for medical 
laboratories are based on IS0:9001.24 This is mainly because all 
management clauses in ISO 9001 are the same as those in ISO 
15189. When the laboratory fulfils international requirements, 
this gives assurance that results are correct, trustworthy and 
within the appropriate time frame.25 This is cost-effective as it 
reduces laboratory errors and reruns. To have an effective QMS, 
the laboratory directors (management) must be technically 
and clinically competent in their defined specialities, and 
also have relevant common managerial, statistical computer 
knowledge and skills.26 Laboratory management is responsible 
for designing a strategic plan for QMS, and implementing an 
action plan for process control, design and planning. Laboratory 
personnel will execute the plan through analytical processes 
after which management will be able to evaluate the processes 
and introduce a continuous improvement plan (see Figure 2).27 
A properly implemented QMS is cost-effective and significantly 
reduces laboratory errors.28
The accreditation process requires four processes to implement 
a QMS. Management will show its commitment to development 
and implementation through a strategic plan, controlling 
the system through documented policies, procedures and 
implementing all ISO management clauses. The analytical 
processes in the laboratory are implemented through all ISO 
technical clauses by the laboratory staff. The evaluations and 
improvement plans are documented and followed up for 
effective implementation. 
When a QMS is in place the technical departments run smoothly. 
The SANAS technical assessors also verify the QMS which is 
the actual checking of records, external quality assurance 
performance and witnessing the actual work done on site. 
Implementation of technical requirements
The verification of technical clauses plays a crucial role in 
confirming the competency of the laboratory from clause 5.1 
to 5.10. Personnel, clause 5.1, states that a laboratory shall have 
a procedure for personnel management as well as training and 
competency, and clause 5.5 states that all test methods shall be 
subjected to validation and/or verification.22 The main aim of 
validation of an examination procedure (EP) is to determine if it 
is fit for use in the laboratory.29 Clause 5.6 for ensuring the quality 
of examination results, states that a laboratory shall ensure the 
quality of examination by performing laboratory testing under 
defined conditions.22 The laboratory scope of tests is recognised 
through proficiency testing and accepted after participation in 
External Quality Assurance (EQA) schemes.30 EQA is an essential 
component of quality control and is an effective way to identify 
problems. The process involves laboratories testing samples 
from an EQA provider to get an equivalent result as other 
participants.31 Should the laboratory get different results this will 
indicate that there is a problem in their system.31 Assurance of 
quality in the laboratory means to have a traceable and accurate 
test result.32 The effectiveness of EQA performance involves 
other stakeholders like laboratory directors and managers. This 
system significantly eliminates errors.
Accreditation is a long journey that may take months or even 
years to obtain as it requires a well-documented quality manual, 
which is the cornerstone of a QMS.33 The Quality Manual is 
submitted to an accreditation body like SANAS for a document 
review process, an assessor will be appointed to review the 
quality manual to confirm if all ISO requirements have been 
incorporated in the manual after which the accreditation process 
can begin in the laboratory.
By 2015, about 60 countries had regulated accreditation 















Figure 2: The Quality Management System model
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requirements.18 But in most less developed countries such as 
Ethiopia,5 India,34 and SA,35 accreditation remains a voluntary 
process. Accreditation favours harmonisation and consistency 
which is the standardisation of processes on the systems put in 
place and helps laboratories to be recognised internationally. 
Standardisation of medical laboratories is an ideal way for 
healthcare services to assure quality. It is of supreme importance 
for continual improvement.36 ISO 15189:2012 remains the 
international standard of choice for medical laboratories.37 This is 
the quality assessment of a management system recommended 
by the World Health Organization Regional Office for Africa 
(WHO AFRO).37 
Trending non-conformances clauses 
Accreditation involves all processes in laboratories, from pre-
analytical, analytical and post-analytical processes and includes 
support departments. Trending clauses were extracted from the 
SANAS internal database matrix form. This form is used after 
every assessment to note the non-conformances per clause per 
accredited laboratory. The most common non-conformances 
listed were those of failure to implement certain clauses (see 
Table III). Trending ISO 15189 clauses from 2010 to 2019 are listed 
on the first column starting from management requirements 
to technical requirements. The most challenging clauses for 
accredited laboratories were noted as technical requirements, 
clause 5.5 on Examination Processes, and clause 5.6 on Ensuring 
Quality of Examination Results. This could be contributed to the 
fact that they involve laboratory personnel and high staff turn-
over creates uncertainties. 
On-site assessment
A laboratory seeking accreditation must apply to an 
accreditation body like SANAS.38-41 During the assessment, the 
team is mandated to verify the implementation of all ISO 15189 
requirements. The assessment team will start the assessment 
with an opening meeting with the laboratory, which is chaired 
by the team leader.40 The team leader or team member who is 
qualified and trained to be a team leader needs to complete 
the management requirements checklist.38 The team leader will 
be responsible to verify implementation of all management 
requirements. The ISO defines pre-analytics as a chronological 
process initiated at the clinician’s request and it includes the 
examination, application, preparation and identification of 
the patient, collection of the primary sample(s) as well as 
transportation to and within the lab.42
Technical assessors are mandated to confirm that technical 
requirements are implemented in the laboratory. Those involved 
in specimen collections, testing and releasing results must be 
professionally registered and actively practising with the HPCSA 
or SANC (South Africa Nursing Council).
Technical assessment of laboratories must be carried out 
by assessors who are trained and competent in the relevant 
standard and the scope of the laboratory tests that they assess.43 
SANAS will have records of every assessor`s qualifications, 
training and competency records to assign them to the relevant 
field. The assessors will record all information gathered during 
the assessment on the relevant SANAS assessment forms 
provided. This will also include evidence that all test methods 
have validation and/or verification records. Technical assessors 
will also confirm on site that training and competency is well 
implemented.44 Sufficient and comprehensive information 
documented will allow the SANAS Approval Committee (AC) 
to support the recommendation made by the assessment 
team. Tests assessed will be annotated on a certificate to show 
which tests have approval accreditation.45 Once accreditation 
is approved, a list of tests will be documented on a certificate 
that is valid for four years. During this period, the laboratory can 
use the SANAS symbol (see Figure 3) on their request forms or 
results.46
Laboratories must be aware of the commitment needed 
to continually monitor, evaluate and re-assess their status. 
Commitment will ensure that accreditation standards and 
quality systems are in place.47 
Effective continual improvement
The main pre-requisite for ISO 15189 implementation is the 
continual improvement plan,26 which is recommended for 
continual follow-up and maintenance of the QMS in the 
Table III: ISO 15189 clauses on quality management and technical requirements 
Trending ISO 
15189 Clauses 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019
Total for the 
period
4.2 1 0 0 2 1 1 0 2 0 0 7
4.9 3 1 2 0 1 1 2 3 2 1 16
4.10 5 4 1 0 2 3 1 3 2 2 23
4.14 4 1 2 1 0 0 2 2 1 3 16
4.15 3 2 1 2 2 1 3 1 1 1 17
5.1 7 5 3 5 4 3 4 1 3 3 38
5.5 13 7 12 9 13 18 23 17 15 20 147
5.6 16 13 9 7 25 15 18 21 17 15 156
Figure 3: The Accreditation Symbol 
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laboratory.45 Action Improvement Plans put in place after an 
assessment need consistent monitoring and follow-up to ensure 
the maintenance of accreditation. According to Williams et al.,48 
when laboratories appoint key trained and competent personnel 
who will be responsible for the implementation of core aspects 
of the accreditation, monitoring becomes effective. The most 
important aspect of pursuing accreditation is good teamwork 
and to encourage laboratory personnel on possibilities to 
enhance the work done.49
The communication system put in place for improvement 
plans and related goals must include all laboratory personnel. 
This can be implemented by having frequent staff meetings 
and sharing meeting minutes with those who did not attend 
the meetings. Accreditation offers a guarantee of performance 
and competence that is lacking in non-accredited labs or 
suspended laboratories.42 Should the laboratory not meet these 
requirements as per the assessor’s report then a suspension will 
be recommended. The final decisions on approval are made by 
the SANAS management team.
Loss of accreditation
Effective monitoring and maintenance are crucial for laboratories 
not to lose accreditation. However, most sub-Saharan African 
public sector laboratories, to varying extents, have failed the 
accreditation process.49 The survey-defined and interview-
elicited challenges that faced Ethiopian government laboratories 
as they apply IS0 15189 showed that all laboratory heads agreed 
that poor-quality equipment had obstructed the accreditation 
process.49 Loss of accreditation occurs in many ways; either 
voluntarily, imposed by the accreditation body or partial 
suspension whereby only part of the scope of accreditation is 
suspended voluntarily or by the accreditation body.50,51 
The rate of laboratories losing accreditation or withdrawing 
accreditation is still lower when compared to those that 
are accredited and still maintaining their accreditation (see 
Figure 4).15 The highest increase in the number of accredited 
laboratories was noted in 2018 with no withdrawals and fewer 
than 10 laboratories had their accreditation withdrawn in 2019. 
The estimated average withdrawals within the period is less than 
ten.
Suspension imposed by an accreditation body 
This type of suspension is imposed by SANAS AC. The full scope 
of accreditation, for example Microbiology, may be suspended 
or part of it, for example Gram Stain test. This is mainly due 
to the laboratory failing to comply with the requirements of 
the standard. If competency cannot be confirmed during the 
assessment, the decision from the assessment team may be 
“accreditation not recommended”. 50 
Voluntary suspension
Suspension, reduction or withdrawal of accreditation may also 
be voluntarily requested by the Conformity Assessment Body 
(CAB).50 This type of suspension is mainly requested by the 
laboratories themselves and could be for the following reasons: 
loss of all technical signatories or competent staff members for 
signing out results; relocation of the organisation; or movement/
change of diagnostic equipment that may have an impact on 
the results produced.50 In addition, high turnover of trained and 
experienced laboratory staff could have adversely affected the 
accreditation process.49 In such a case the laboratory will then 
communicate with the accreditation body in writing and ask for 
voluntary suspension.50
During 2019, of approximately 442 accredited laboratories 
on the SANAS database, only 2.71% were suspended (see 
Figure 5).12 According to the Southern African Development 
Community Accreditation Services (SADCAS) which serves 
the neighbouring countries around South Africa, of about 
42 accredited laboratories, only 4.76% were suspended (see 
Figure 6).51
SANAS Accredited Laboratories versus Suspended 31 March 
2020. Of the 442 accredited laboratories only 2.71% were 
suspended as opposed to 97.29% compliance.
Value of accreditation
ILAC promotes the increased use and acceptance of accredited 
calibration, testing, medical testing inspection data, results 
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Figure 4: The Rate of Growth versus Withdrawals from 2010 to 2019 
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and proficiency testing programmes internationally. Industry, 
governments, regulators and consumers are encouraged to 
use and accept results from accredited conformity assessment 
bodies. This includes accepting other countries’ products across 
the national borders, as the need for them to undergo additional 
testing or inspection in each country in which they are provided 
is removed.52 Because SANAS is an ILAC member, the accredited 
laboratory forms part of this international recognition. Accredited 
laboratories have many benefits such as global trust, marketing 
and benchmarking. 
Global trust
Accreditation is a means of determining the technical 
competence of testing, calibration and medical laboratories to 
perform specific types of testing, measurement and calibration. 
It provides formal recognition that laboratories are competent, 
impartial and independent, therefore providing a ready 
means for customers to identify and select reliable testing, 
measurement and calibration services that can meet their needs 
internationally.49
Marketing advantange tool
Accreditation is an effective marketing tool for testing, medical, 
calibration and measurement laboratories, and a passport 
to submit tenders to contractors that require independently 
verified laboratories. Laboratory accreditation is highly regarded 
both nationally and internationally as a reliable indicator of 
technical competence. The right to use the accreditation symbol 
on the final results report extends awareness of the laboratory.49
A benchmark for performance 
Accreditation provides a platform to benchmark with peers. 
Regular assessment by an accreditation body like SANAS 
provides an opportunity for an independent technical and 
management evaluation of a laboratory’s performance. Areas 
for improvement are identified, discussed and a detailed report 
provided at the end of each visit. 
Conclusion
The rate at which laboratories are accredited is growing fast 
in South Africa and only a few laboratories lose accreditation 
along the way. It can be concluded that the highest number 
of accredited laboratories are in Gauteng province and mostly 
privately owned. More awareness is needed in the rural areas 
or places far away from the city centre. It is also evident that 
accredited laboratories have implemented an effective system 
as can be seen by the low number of laboratories that lose 
accreditation. Although accreditation is still a voluntary process, 
mandating or regulating accreditation to the ISO15189 can 
improve the healthcare system, safety of patients and healthcare 
workers.
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